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Statement on Anti-microbial Treatment

Capsugel® empty capsule products

In a market, business, and product portfolio characterized by increasing complexity and demands, regulatory
compliance plays an important role now and in the future.

As your global partner in assuring empty capsules of the highest quality, Lonza manufactures capsules
according to current applicable food and pharmaceutical regulations and guidelines.

Capsugel® empty capsules are manufactured under carefully controlled Good Manufacturing Practices
conditions, in accordance with the joint IPEC-PQG (International Pharmaceutical Excipient Council-
Pharmaceutical Quality Group) Good Manufacturing Practices Guide for Bulk Pharmaceutical Excipients and
21 CFR Part 117 - Current Good Manufacturing Practice, Hazard Analysis, and Risk-Based Preventive Controls
for Human Food.

Lonza confirms that our Capsugel® empty capsule manufacturing processes comply with the principles
outlined in Regulation (EC) No 852/2004 of the European Parliament and of the Council of 29 April 2004 on
the hygiene of foodstuffs and subsequent amendments.

Within the current regulatory context, the manufacturing of empty capsules does not justify the use of
preservatives, ethylene oxide, or ionizing radiation as alternatives to Good Manufacturing Practices.

Consequently, Lonza guarantees the microbiological quality of our capsules by respecting applicable Good
Manufacturing Practices and Lonza quality system standards and confirms the non-use of preservatives,
ethylene oxide, or irradiation treatment.

The information contained herein corresponds to Lonza’s knowledge on the subject at the date of publication and is, to the best of our knowledge,
accurate. However, Lonza refuses any liability for the application and use of further processed material containing our products. According to the relevant
regulations, the manufacturer of the final product is solely responsible for the use and commercialization of the Lonza product and the information
contained herein.

For further information, please contact your Lonza account representative.
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